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This SUPPLEMENTAL Information Disclosure Statement is submitted: 

X under 37 CFR 1.97(b), or 

(Within three months of filing national application; or date of entry of international 
application; or before mailing date of first office action on the merits; whichever 
occurs last) 
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Statement under 37 CFR 1.97(e), or 
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X Applicant(s) submit herewith Form PTO 1449-Information Disclosure Citation together 
with copies, of patents, publications or other information of which applicant(s) are aware, which 
applicant(s) believe(s) may be material to the examination of this application and for which there 
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INFORMATION DISCLOSURE STATEMENT 



Dear Sir: 




The relevance of the attached references is that this is the closest art of which Applicant is aware. 
Applicant submits that the above references taken alone or in combination neither anticipate nor 
render obvious the present invention. Consideration of the foregoing in relation to this 
application is respectfully requested. 

It is requested that the information disclosed herein be made of record in this application. 



Respectfully submitted, 




Paul G. Lunn 

Attorney/Agent for Applicant(s) 
Reg. No. 32743 



Date: January 21, 2005 
Telephone No.: (425) 908-3643 
Facsimile No.: (425) 908-3655 

*************************************************** ********************************************** 



I hereby certify that this Correspondence is being deposited with the United States Postal service 
with sufficient postage for first class mail in an envelope address to the Commissioner for 
Patents, P.O. Box 1450, Alexandria, VA 22313-1450, on the date indicated below. 

Date of Deposit: January L[ , 2005 

Typed Name: Jeffrey L. Granger 



Signature: 
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considered. Include copy of this form with next communication to applicant. 1 Applicant's unique citation designation number (optional). 2 See Kinds Codes of 
USPTO Patent Documents at www.uspto.gov or MPEP 901.04. 3 Enter Office that issued the document, by the two-letter code (WIPO Standard ST.3). 4 For 
Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 5 Kind of document by 
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Translation is attached. 

This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a benefit by the public which is to file (and by the 
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete 
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments 
on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer U S Patent 
and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS 
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 



If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2. 
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U.S. Department of Health and Human Services, (Draft) Guidance for Industry, Bioavailability and 
Bioequi valence Studies for Nasal Aerosols and Nasal Sprays for Local Action, April 2003, pages . 
1-36 + attachments, U.S. Food and Drug Administration, Center for Drug Evaluation and Research, 
Biopharmaceutics. 
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considered. Include copy of this form with next communication to applicant. ' 
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This collection of information is required by 37 CFR 1 .97 and 1 .98. The information is required to obtain or retain a benefit by the public which is to file (and by the 
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 2 hours to complete, 
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on 
the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and 
Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS 
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 

If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2. 
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